UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DO 20480

OFFICRE OF CHERICAL BAPRTY
AND POLLUTION PREVENTION

March 1, 2017

Bert Volger

Agent for Geo Logic Corporation and Agrosource, Inc.
c/o Ceres International, LLC

1087 Heartsease Drive

West Chester, PA 19382

Subject: Antibiotics: Oxytetracycline Hydrochloride Petition SF8415 for use on Citrus
Crop Group 10-10
Product Names: EAC Oxytetracycline Manufacturing Use Product and Fireline 17
WP Fungicide/Bactericide Agricultural Oxytetracycline
Petition Number: SF8415
EPA Registration Numbers: 71185-5, 80990-1
Application Date: October 23, 2015
Decision Numbers: 510568, 510560, 510565

Dear Mr. Volger:

Thank you for joining us on January 31, 2017 to discuss Geologic/Agrosource’s current
antibiotic applications in house, specifically petition SF8415 on oxytetracycline hydrochloride.
During this conversation the Agency identified certain data for all pending antibiotic applications
that we believe will help us to move forward towards making a decision on these types of
applications. These data/information include the following:

1. Robust benefits (grower and economic) information, including alternatives information
for each proposed new use

2. Robust efficacy data on each proposed new use, submitted as a separate document if

possible

A robust 152 assessment

4. Details of current/proposed stewardship/resistance management plans regarding
antibiotic resistance management

5. Updated draft labels incorporating resistance management language including items such
as FRAC code/best management practices (see PRN 2001-5), lack of performance
reporting, etc. Please note there is also new draft guidance for pesticide resistance
available at https://www.epa.gov/pesticide-registration/prn-2016-x-draft-guidance-
pesticide-registrants-pesticide-resistance.

6. Any monitoring data that you may have available. If you have already submitted
monitoring data to the Agency, please reference MRIDs and dates of submission. Further
monitoring may be required as a condition of registration and monitoring by a third party
would be preferable.

7. Co-selection/cross resistance data (see note below).
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EPA Reg. No. 71185-5, 80990-1
Petition Number 5F8415

Decision No. 510568, 510560, 510565

We understand that some of the above listed items have been previously provided. However, if
you have any updates to the previously submitted information and/or new information to satisfy
the items 1-6 above, please submit the data/updates by 4/1/2017, as receipt of this in an
expeditious manner will facilitate the Agency in making progress towards meeting the PRIA
renegotiated due date.

At this time the Agency is not requesting that you submit information for item 7 or cite testing
for co-selection or cross resistance potential in human isolates. The Agency’s current plan is to
coordinate with the Centers for Disease Control to obtain this information.

Educational and training materials for growers and users may be necessary in order for the
Agency to ultimately find that your applications meet the no unreasonable adverse effects
standard. These materials may include resistance-management plans, remedial-action plans, and
other educational and training materials on antibiotic resistance and its management. In general,
these plans should be easily modifiable to adapt to changing conditions and to account for local
situations. The Agency may recommend that registrants work with agricultural extension, crop
consultants, individual crop associations, the Fungicide Resistance Action Committee, and the
U.S. Department of Agriculture in developing these plans.

Also, as we discussed in our conversation on 1/31/2017, amendments/notifications to the labels
for 71185-5, 80990-1 have been completed since initial submission of the proposed new uses.
(In addition, an amendment is currently pending for 80990-1). Please submit updated proposed
labels for the new uses incorporating the recently approved updates and other resistance
management label language requested by the agency. As the Agency continues to review these
PRIA actions, we may have additional label revisions that will need to be incorporated into the
affected labels.

If you have any questions, please contact me by phone at 703-305-5410, or via email at
johnson.hope@epa.gov.
Sincerely,

Hope Johnson, Product Manager 21
Fungicide Branch

Registration Division (7505P)
Office of Pesticide Programs
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